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_ Deaer LaPomte

The Food and Drug Admlmstratlon (FDA) has rev1ewed the labellng of your Cherry Julce Concentrate,
Wild Blueberry Juice Concentrate and Fruit Advantage Dried Cherries, and Fruit AdvantageTart Cherry
Capsules on your web site at www.traversebayfarms.com. Our review shows serious violations of the =
' Federal Food, Drug, and Cosmetic Act (the Act) in the labeling of these products. You can find the Act o
and 1mplement1ng regulatlons through links on FDA’s Internet home page at Www. fda. go '

Under the Act articles 1ntended for use in the dlagn051s cure, mltlgatlon treatment or preventron of
. disease in man are drugs [Section 201(g)(1)(B) of the Act, 21 USC 321(g)(1)(B)] The labehng for your -
. products on your web srte bears the following claims:

Cher_ry Jurce Concentrate -

"Ongomg research shows that tart cherrres are a rich source of antioxidants, including melatonln
- which may help to re11eve the pain of arthritis, gout and possrbly ﬁbromyalgra "

Che g Juice Concentrate, Fru1t Advantage Dried Cherrles, and Frurt Advantage Tart Cheg'Cap sules

o ' “Tart chernes . can offer joint pam-rehef and anti- mﬂammatory propertres ﬁght cancer and
. heart disease, and prevent sleep disorders.” S

[Chernes] contam compounds that help reheve the parn of arthrrtls gout and even headaches
leading researchers, queritrin is one of the most potent anticancer agents ever discovered.

- Consuming it in foods, such as cherries, is like unleashing inside your body an entire army of
~James Bond—type agents who are adept at neutralizing cancer—causmg agents.”

i . ‘ [C]herrres are nch in two 1mportant ﬂavonords - 1soquer1tr1n and queritrin. Accordrng to

IR . o “[Chemrsts have identified a group of naturally occurring chemrcals abundant in cherries that
: “could help lower blood sugar levels in people with diabetes. In early laboratory studies using
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ammal pancreatlc cells, the chemicals, called anthocyanms increased msul1n productlon by 50
percent

"[Anthocyanins] show promise for both the prevention of type 2 (nOn-insulin-dependent)
diabetes, the most common type, and for helping control glucose levels in those who already
~ have diabetes.” [citing a Michigan State University researcher] '

“According to Raymond Hohl, M.D. at the University of lowa, tart cherries contain perillyl
alcohol (POH), a natural compound that is extremely powerful in reducing the incidence of all
- types of cancer. Perillyl alcohol ‘shuts down the growth of cancer cells by depriving them of the -
- proteins they need to grow,’ explains Dr. Hohl.. ‘It works on every kind of cancer we’ve tested it -
agamst Perillyl alcohol (POH) has performed favorably in the treatment of advanced :
~ carcinomas of the breast, prostate and ovary. POH also has exhibited chemopreventrve activity
in pre-clinical breast cancer tests. Perillyl alcohol has been shown to induce the regression of 81
- percent of small breast cancers and up to 75 percent of advanced breast cancers in animal
- studies. Perillyl alcohol was up to five tlmes more potent than the other known cancer-reduc1ng
- compounds at inducing tumor regressxon :

’_ “Researchers at Mlchlgan State Umversny were among the first to identify the presence of three .
powerful anthocyanins in tart cherries with the potentlal to inhibit the growth of colon cancer
tumors.” . g . . o

“Tart cherries contain anthocyanins and bioflavonoids which ... prevent inflammation in the
- _body. These compounds have similar activity as aspirin, naproxen and ibuprofen. Further
investigations revealed that daily consumption of tart cherries has the potential to reduce the pain
associated with inflammation, arthritis and gout. Many middle-aged and elderly consumers are -
-+ choosing to drink cherry juice rather than take over-the-counter med1cat1ons to stave off the pam
- of arthritis and gout.” :

o W11d Blueberrv Juice Concentrate

“Though small in size, the W11d Ones [W1ld bluebernes] are packed w1th ant1ox1dants that may
_ help your body ﬁght . cancer.” :

“Recently publ1shed USDA research (2004) confirms that a servmg of Wild Bluebernes dehvers
. more antioxidant power than 20 different fruits and berries — including cultivated blueberries. .

- Antioxidants are important because of their potent1a1 to protect against ox1dat1ve cell damage
: that can lead to cond1t1ons 11ke Alzhermer s drsease ' -

Your _webs1te also 1nc1udes claims in the forrn of testlmomals. ‘Some exarnpl'es are as follows:

" “My husband has been having a lot of gout pain in his feet and knees. I'heard cherries were -
suppose [sic] to be good for arthritis and gout pain, so I ordered a couple of bottles of your tart
cherry capsules Since taking your cherry capsules for two months he has had no severe problem
with h1s gout : :

- “I have been takmg your cherry juice for the past several months for the arthrlt1s in my back and
_legs I went on vacation and rode a bike for the ﬁrst time in several years. 1 feel great"’ _
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This list of claims is not mtended to be all-1nclus1ve, but represents the types of claims found in your |
product labeling.

These claims cause your products to be drugs, as defined in section 201(g)(1)(B) of the Act [21 USC
321(g)(1)(B)]. Because these products are not generally recognized as safe and effective when used as -
 labeled, they are also new drugs as defined in section 201(p) of the Act {21 USC 321(p)].  Under section
505 of the Act [21 USC 355], a new drug may not be legally marketed in the United States without an
approved New Drug Application (NDA). FDA approves a new drug on the basis of scientific data
submltted by a drug sponsor to demonstrate that the drug is safe and effective.

. The above violations are not meant to be an all-inclusive hst of deﬁc1enc1es in your products and their
labeling. It is your responsibility to ensure that products marketed by your firm comply w1th the Act’
~and its 1mp1ement1ng regulatrons :

Failure to promptly correct these vrolatlons may result in enforcement action w1thout further notice. -~
Enforcement action may include seizure of violative products, injunction against the manufacturers and
distributors of violative products, and cr1m1na1 sanctions against persons respons1ble for causmg '
violations of the Act.

_ Please adv1se this office in writing, within 15 working days of recerpt of this letter as to the specrﬁc :

steps you have taken or will be taking to correct these violations, including the steps taken to assure that
similar violations do not recur. Your reply should be directed to Judith A. Putz, Comphance Ofﬁcer at’
above address . :
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